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earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1 )M Responsive to communication(s) filed on 04 January 2006 and 27 March 2006 , 
2a)E2 This action is FINAL. 2b)D This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Qaay/e, 1935 CD. 1 1 , 453 O.G. 213. 
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5) D Claim(s) is/are allowed. 
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Application Papers 
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CLAIMS ML 14-20, 22, 23. 38 AND 41-44 ARE PRESENTED FOR EXAMINATION 

Applicants' "Amendment and Reply under 37 C.F.R. § 1.1 1 1" and Information 
Disclosure Statement, ("IDS"), filed January 4, 2006 and the IDS filed March 27, 2006 have 
been received and entered into the application. 

Accordingly, claims 12, 13, 21, 24-37, 39 and 40 have been canceled; claims 1 and 14 
have been amended; and claims 41-44 have been added. Also, as reflected by the attached, 
completed copies of forms "Modified PTO/SB/08", (2 sheets), the Examiner has considered the 
references cited by Applicants. 

In light of the cancellation of claim 40, the rejection thereof under 35 U.S.C. § 1 12, first 
paragraph, as set forth in the previous Office action dated August 12, 2005 at pages 2-4, is 
withdrawn . 

Claim Objection 

Claims 1, 4, 5, 14 and 41-44 are objected to because the meaning of the term "BHA" has 
not been set forth. While the claims are interpreted in light of the specification, limitations 
appearing only in the specification cannot be read into the claims. Therefore, without setting 
forth at the first occurence of "BHA" that butylated hydroxyanisole is intended, BHA may be 
broadly and reasonably interpreted to mean any compound having the abbreviation BHA, e.g., 
benzyl hydroxamic acid. 

For the sake of formality, claim 1 should be amended to include "butylated 
hydroxyanisole (BHA)" and the term BHA should then appear as currently set forth. 
Appropriate correction is required. 
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Applicants' remarks appearing on page 7 of the above referenced amendment have been 
considered, but do not overcome this objection. That is, the cancellation of "butylated 
hydroxyanisole" actually further removes the claimed subject matter from that which would be 
formal. Applicants should adopt the Examiner's suggestion in the preceding paragraph in order 
to overcome this objection. 

Claim Rejection - 35 USC §103 

Claims 1-11, 14-20, 22, 23, 38 and 41-44 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Rosenblum et al. (U.S. Patent No. 5,846,966, previously cited by Applicants) 
in view of Saslawski et al. (U.S. Patent No. 6,372,255, previously cited by the Examiner), the 
Handbook of Pharmaceutical Excipients ("the Handbook", the section, previously cited by 
Applicants and by the Examiner) and the STN Registry File for Ezetimibe (previously cited by 
the Examiner), each of record, for the reasons of record, as set forth in the previous Office action 
at pages 4-10, as applied to claims 1-40, which reasons are here incorporated by reference. 

The rejection is maintained absent the following aspects, and absent reliance on WO 
96/09827 ("WO '827", previously cited by Applicants), Keller et al. (U.S. Patent No. 6,420,417, 
previously cited by the Examiner), which are no longer applicable given the amendments to the 
claims, i.e., the active agents of the present claims are ezetimbe, i.e., an inhibitor of intestinal 
absorption of cholesterol, and simvistatin, i.e., an HMG-CoA reductase inhibitor. 

Also, because of the present claim amendments, the Examiner no longer relies on the 
concept that the combination of "a cholesterol inhibitor", in general, and "at least one HMG-CoA 
reductase inhibitor", in general, would have been obvious (see the previous Office action at page 
9, paragraph "(2)", i.e., "rosuvastatin, cerivastain and pitavastatin were known to be the HMG- 
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CoA reductase inhibitors (Keller et al. at col. 663, claim 2).. ." and the paragraph bridging pages 
9-10, i.e., "(3) One of ordinary skill in the art was also aware of WO '827 which also teaches the 
desirability of combining a cholesterol absorption inhibitor...". 

Further, at the sentence bridging pages 8-9, the concept of the presence of ascorbic acid is 
no longer relied on by the Examiner. This is proper because (i) the present claims, i.e., claims 1 
and 14, as presently amended, it is now set forth: "provided that the composition is not 
comprised of ascorbic acid"; and (ii) the art relied on, i.e., Saslawski et al., does not mandate the 
presence of ascorbic acid, but rather only lists it as an example of an antioxidant. 

Absent the above aspects from the previously set forth rejection of the claims, the prior 
art nevertheless continues to support a conclusion that the presently claimed subject matter 
would have been obvious, given the reasons of record, to the extent indicated above. 

In newly added claims 41-44, the transitional language "consisting essentially of is 
noted. However, such is considered equivalent to "comprising" because, upon inspection of the 
present specification and claims, there does not appear a clear indication of what Applicants 
consider to be the novel and basic characteristics of the present invention. The Examiner is 
guided in his opinion by MPEP § 21 1 1.01 (near the end) "'For the purposes of searching for and 
applying prior art under 35 U.S.C. 102 and 103, absent a clear indication in the specification or 
claims of what the basic and novel characteristics actually are , "consisting essentially of ' will be 
construed as equivalent to 'comprising / See, e.g., PPG, 156 F.3d at 1355, 48 USPQ2d at 1355 
( £ PPG could have defined the scope of the phrase 'consisting essentially of for purposes of its 
patent by making clear in its specification what it regarded as constituting a material change in 
the basic and novel characteristics of the invention.') ", (underlining added by the Examiner). 
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Applicants' remarks at pages 8-9 of the above referenced amendment, as well as the 
amendments to the claims, have been carefully considered, but fail to persuade the Examiner of 
error in his continued determination of obviousness. The references now relied on as the basis of 
rejecting the claims, and the present specification and claims, have been considered anew in 
reaching this determination. 

In particular, Applicants' position that the claimed subject matter would not have been 
obvious is based on (i) that while ascorbic acid "is known" to successfully stabilize simvastatin 
in pharmaceutical compositions, "such acid introduces undesirable discoloration to the 
compositions necessitating a film coating to mask the discoloration... (specification at p. 5, 11. 23- 
25)", (Applicants' remarks at page 8, last paragraph); (ii) the prior art does not disclose or 
suggest using "a relatively small amount of citric acid" to avoid this discoloration, but while 
providing stability to the pharmaceutical composition, (Applicants' remarks at page 9, first 
paragraph); (iii) Daste (U.S. Patent No. 6,218,403) discloses simvastatin formulations in 
Examples 1-2 (cols. 9-10) with both citric acid and ascorbic acid, however the patentees do not 
disclose or suggest that a simvastatin-ezetimbe formulation with from 0. 1% to 1.25% by weight 
of citric acid would provide sufficient stability, absent ascorbic acid and associated 
disadvantageous discoloration; and (iv) "The applicants have surprisingly found that the present 
invention as claimed and as embodies in Examples 1-5 (pp. 12-14), provides stability against 
discoloration without ascorbic acid and with only relatively small amounts of citric acid ", 
(Applicants' remarks at page 9, third paragraph). This final point appears to be based on a 
reference not relied on by the Examiner in concluding that the presently claimed subject matter 
would have been obvious, i.e., Daste, (US. Patent No. 6,218,403). 
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The above positions do not convince the Examiner of unobviousness for the reasons 
which follow. In particular, "Attorney argument is not evidence unless it is an admission, in 
which case, an examiner may use the admission in making a rejection. See MPEP § 2129 and § 
2144.03 for a discussion of admissions as prior art/', (MPEP §2145(1)). Here, in the 
specification as relied on in "(i)" above, data or a reference to objective evidence showing the 
problems associated with simvistatin stabilization exists has not been presented. Attorney's 
argument cannot take the place of actual evidence. In the absence of evidence, the Examiner 
cannot accept the alleged known status of stability problems of simvistatin as urged. 

Further, the Daste Patent does not form a basis for rejecting the present claims. The 
Examiner believes the Rosenblum patent to represent the closest art. In Daste, several 
confounding teachings are present, such as the presence of other active agents having nothing to 
do with the presently claimed invention, such as the tested formulation were bi-layer tablets also 
including anti-platelet active agents such as ticlopidine and clopidogrel (Examples 1-2 at cols. 9- 
10). 

Also, Applicants are reminded that "An affidavit or declaration under 37 CFR 1.132 must 
compare the claimed subject matter with the closest prior art to be effective to rebut a prima facie 
case of obviousness. In re Burckel, 592 F.2d 1 175, 201 USPQ 67 (CCPA 1979). "'A comparison 
of the claimed invention with the disclosure of each cited reference to determine the number of 
claim limitations in common with each reference, bearing in mind the relative importance of 
particular limitations, will usually yield the closest single prior art reference.' In re Merchant, 
575 F.2d 865, 868, 197 USPQ 785, 787 (CCPA 1978) (emphasis in original). Where the 
comparison is not identical with the reference disclosure, deviations therefrom should be 
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explained, In reFinley, 174 F.2d 130, 81 USPQ 383 (CCPA 1949), and if not explained should 
be noted and evaluated, and if significant, explanation should be required. In re Armstrong, 280 
F.2d 132, 126 USPQ 281 (CCPA 1960) (deviations from example were inconsequential) ", 
(MPEP §7 16.02(e)). Here, notwithstanding that a comparison has not been presented in the form 
of a declaration or affidavit, what is ultimately germane to the present issue is that the closest art 
is not being addressed. The Examiner recognizes that "The Claimed Invention May Be 
Compared With Prior Art That Is Closer Than That Applied By The Examiner", (MPEP § 
716.02(e)(1), however, it is believed that, as explained above, Daste contains too many additional 
embodiments unrelated to the presently claimed invention to be considered closer to such 
invention than Rosenblum, as relied on by the Examiner. 

Finally, with respect to the Examples in the specification, such only show formulations of 
the present invention. Applicants have not presented any comparative data at all, much less data 
showing that their combination of ingredients provides for any results that would not have been 
expected, based on the teachings of the prior art. 

Accordingly, for the above reasons, the claims are deemed properly rejected and none are 
allowed. 

Applicants' amendment necessitated the new ground, (i.e., grouping of claims), of 
rejection presented in this Office action. Accordingly, THIS ACTION IS MADE FINAL. See 
MPEP § 706.07(a). Applicants are reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within TWO 
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MONTHS of the mailing date of this final action and the advisory action is not mailed until after 
the end of the THREE-MONTH shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 
CFR 1. 136(a) will be calculated from the mailing date of the advisory action. In no event, 
however, will the statutory period for reply expire later than SIX MONTHS from the date of this 
final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Raymond J. Henley III whose telephone number is 571-272- 
0575. The examiner can normally be reached on M-F, 8:30 am to 4:00 pm Eastern Time. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Christopher Low can be reached on 571-272-0951. The fax phone number for the 
organization where this application or proceeding is assigned is 703-872-9306. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 




Raymond J Henley III 
Primary Examiner 
Art Unit 1614 



April 1, 2006 



